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fiE 1. TR/ NE-BERBE

Q1/Q5C EWG Targeted Revisions of the ICH Stability
Guideline Series
Rapporteur
« Ms. Megan McMahon (PhRMA)
Regulatory Chair
« Dr. Ashutosh Rao (FDA, United States)

Experts

ANVISA, Brazil IFPMA
e Ms. Regina Celia Borges de Lucena o Dr. Xiaobin (Ben) Zhao
APIC IGBA
e Ms. Joana Baptista e Ms. Sandra D’ Agostino-Ferlisi
BIO o Mr. Pablo Martin-Saiz
« Ms. Linda Lemieux INVIMA, Colombia
o Dr. Boris Zimmermann e Ms. Yenny Marcela Suarez Gonzélez
CDSCO, India IPEC
o Mr. Rajappan Visvanathan e Ms. Priscilla Zawislak
COFEPRIS, Mexico JPMA
e Ms. Noemi Sirena Sanchez e Dr. Junji Ohashi
EC, Europe MFDS, Republic of Korea
o Dr. Greger Abrahamsen e Dr. Hyunkyung Kang
« Ms. Sandrine Chiappini MHLW/PMDA, Japan
EDQM « Dr. Takashi Kameda
» Dr. Pascale Poukens-Renwart e Dr. Tatsuo Koide
EFPIA NMPA, China
o Dr. Carolyn Gordon e Dr. Peng HOU
e Dr. Andrew Lennard PhRMA
FDA, United States « Mr. Joseph Zelhof
o Dr. Ee-Sunn (Joanne) Chia SFDA, Saudi Arabia
« Dr. Ramjay Vatsan o Mr. Ahmed M. Al-Omar
Global Self-Care Federation Swissmedic’ Switzerland
« Ms. Vicki Blount e Dr. Martin Leu
HSA, Singapore TFDA, Chinese Taipei
e Dr. Shin Chet Chuah o Mr. Pang-Te Lin
Health Canada, Canada TITCK, Turkey
o Ms. Paula Russell o Ms. Niltifer Burcu Er
WHO .
Dr. Nkaelang Modutlwa

Rapporteur Supporter

e Mr. Robert Timpano (PhRMA)
*The Rapporteur Supporter does not participate in technical WG discussion.
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harmonisation for better health

o
) ICH
ICH Q1/Q5C EWG

STABILITY TESTING OF DRUG SUBSTANCES AND
PRODUCTS

Report to the Assembly
Vancouver meeting, June 2023

Megan McMahon, PARMA, Rapporteur
Ashutosh Rao, FDA , Regulatory Chair

nternational Council for Harmonisation of Technical Requirements
'or Pharmaceuticals for Human Use

@
, ICH _ ICH Q1/QsC Report to the Assembly

harmonisation for better hoalk!

Outline

* Overview of topic

* Status before the meeting

* Progress made at the meeting

* Status at the end of the meeting

* Work Plan: Key Milestones and Activities
* Conclusions

* Requests to the Assembly
o Work Plan endorsement?
o Step 2 endorsement or Step 4 adoption?
o Other requests?
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o
,CICH ~ ICHQI/QsC Report to the Assembly

Overview of topic

Revision of the ICH Stability Guideline Series Q1A-F and Q5C is
recommended to:

a) streamline the series by combining the various guidelines into a
single guideline focused on core stability principles

b) promote harmonised interpretation by addressing potential gaps
and areas of ambiguity

c) address additional technical issues, including relevant stability
strategies and innovative tools that strengthen the application of
risk management

d) alignment on new topics for inclusion, such as stability
considerations for advanced therapies

°
, ICH ICH Q1/Q5€ Report to the Assembly

harmonisation for better heakh

Status before the ICH meeting

* Completed initial ‘early draft’ of ICH Q1 revision
* Circulated draft for initial constituency review

* Received feedback from 22 organizations with over
2000 comments

* Prioritized feedback for EWG discussion/resolution
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harmonisation for batter heakh

L)
) ICH ICH Q1/Qs5c Report to the Assembly

Work plan: Expected future Key Milestones

Expected Deliverable
Completion date
Jun 2023 « Identify/align on workstreams/subteams for next unit of work,

which included addressing comments received and progressing
toward the Step 1 document

Oet 2023 « Complete comment résolution for early draft
Oct 2023 « Complete drafting of additional sections not included in early draft
(e.g. bracketing/matrixing section)
' Nov 2023 = Complete harmonisation of terminology, references to glossary
and other ICH docs
Dec 2023 = Draftand incorporate examples that will be included with Step 1
guideline
L
’ ICH ICH Q1/Q5C Report to the Assembly
harmonisation for better hoakh
Conclusions

* EWG has progressed rapidly from formation of EWG
in November 2022 to completion and circulation of
an early draft in May 2023.

* Summarize WG overall high-level progress
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@
) ICH ICH Q1/Q5C Report to the Assembly

For information : Requests to the MC for face-to-
face meeting

* Request to meet at the next ICH face-to-face
meeting?

Note that requests to meet face-to-face at
ICH meetings should be made to the ICH MC
and not the ICH Assembly.

ICH

harmonisation for better health

Thank you!

ICH Secretariat
Route Pré-Bois 20
1215 Geneva
Switzerland

E-mail: admin@ich.org

International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use
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